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A biodegradable inhalable microparticle composition . useful for the target 
specific drag delivery to manage pulmonary tuberculosis, said .composition 
comprising two anti-tubprcutar drugs, and a biodegradable polymer for drug 
delivery wherein the ratio of drug(s): polymer is from about 1:2 to 2: 1 
The microparticle composition as claimed in claim 1, wherein two anti- 
tubercular drugs are used in the ratio of about 1 :2 to 2: 1 . 
The microparticle composition, as claimed in claim I, wherein the drugs arts 
selected from a group comprising Rifabutin, Rifapentine, Rifampicm, lsoniazid, 
pyrazinamide and ethambutol. 

The microparticle composition as claimed in claim 2, wherein fee drugs are in 
preferred combination of Rifabutin and Isoniazid. 

The microparticle composition as claimed in claim 1, wherein the polymer is 
selected from a group comprising poiygjycolic acid, polylactic acid, poly(lactic 
acid-co-glycolic acid), polysebacic anhydride, polycaprolactone or mixtures 
thereof. 

The microparticle composition as claimed in claim 1, wherein the preferted 
polymer is polylactic acid. 

The microparticle composition as claimed in claim 1, wherein the size of the 
microparticles is ranging between MS micron. 

The microparticle composition as claimed in claim 8, wherein at least 90% of 
the microparticles are of size less than 1 0 microns, 

A method of treating pulmonary tuberculosis in a subject, said method 
comprising administering by inhalation alone or in combination with oral route, 
pharmaceutical^ effective amount of composition of claim 1 to the subject in 
need thereof. 

The method as claimed in claim 9, wherein the said: method targets alveolar 
macrophages. 

The method as claimed in claim 9, wherein said subject is an animal including 
humans. 

The method as claimed in claim 9, wherein the dosage for inhalation is ranging 
between 0.5 to 10 mgfkg body wei^hjt/day. 



13- The method as claimed in claim 9, wherein the dosage for oral administration is 

ranging between 4 to 32 rag/kg body weight/day, 
14. Hie method as claimed in claim 9> wherein said method helps drug reach the 

site, in high amount consistently. 
5 15. The method as claimed in claim 9, ! wherein said method helps reduces the 

amount of drug required for the treatment of tuberculosis. 

16. The method as claimed in claim 9; wherein said method shows 2 log reduction 
in the bacterial load. 

17. A process for the preparation of a biodegradable microparticle composition . ^ 
10 comprising two anti-tubercular drugs, and a biodegradable polymer for drug 

delivery, said process comprising steris of; 

a. dissolving the drug(s) in on aqueous solvent to obtain a solution, 

b. dissolving the polymer in dichloromethane to obtain another solution, 

c. mixing the aforementioned solutions to obtain the final solution, and 

15 d+ spray-drying die final solution to obtain the biodegradable 

microparticles, 

18. A process as claimed in claim 17, wherein the microparticles arc of the size 
ranging between 1-15 micron. 

19. A process as claimed in claim 17, wherein the aqueous solvent is preferably 
20 alcohol. 

20. A process as claimed in claim 17 wherein at least 90% of the microparticles are 
of size less than 10 microns. 

21 . A process as claimed in claim 17, wherein the drugs are selected from a group 
comprising Rifabutin, Rifapentinc, Rifampicin, Isoniazid, pyrazinamide, and 

25 ethambutol. 

22. A process as claimed in claim 17, wherein the polymer is selected from a group 
comprising polyglycolic acid* polylaetic. atfd, poly(lactic acid-co-glycolic acid), 
polysebacic anhydride, polycaprolactone or mixtures thereof. 
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